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accordance with the applicable regula-
tions published under section 512(i) of 
the act. 

(5) A certification that the methods 
used in, and the facilities and controls 
used for, manufacturing, processing, 
packaging, and holding such animal 
feeds conform to current good manu-
facturing practice as described in sec-
tion 501(a)(2)(B) of the act and in part 
225 of this chapter. 

(6) A certification that the facility 
will establish and maintain all records 
required by regulation or order issued 
under sections 512(m)(5)(A) or 
504(a)(3)(A) of the act, and will permit 
access to, or copying or verification of 
such records. 

(7) A commitment that current ap-
proved Type B and/or Type C medicated 
feed labeling for each Type B and/or 
Type C medicated feed to be manufac-
tured will be in the possession of the 
feed manufacturing facility prior to re-
ceiving the Type A medicated article 
containing such drug. 

(8) A commitment to renew registra-
tion every year with FDA as required 
in §§ 207.20 and 207.21 of this chapter. 

(c) Applications must be completed, 
signed, and submitted to the Division 
of Animal Feeds (HFV–220), Center for 
Veterinary Medicine, Food and Drug 
Administration, 7500 Standish Pl., 
Rockville, MD 20855. 

(d) Applications that are facially de-
ficient will be returned to the appli-
cant. All reasons for the return of the 
application will be made known to the 
applicant. 

(e) Upon approval, the original copy 
of the application will be signed by an 
authorized employee of FDA des-
ignated by the Commissioner of Food 
and Drugs, and a copy will be returned 
to the applicant.

§ 515.11 Supplemental medicated feed 
mill license applications. 

(a) After approval of a medicated feed 
mill license application to manufac-
ture animal feed, a supplemental appli-
cation shall be submitted for a change 
in ownership and/or a change in mail-
ing address of the facility site. 

(b) Each supplemental application 
should be accompanied by a fully com-
pleted Form FDA 3448 and include an 
explanation of the change. 

(c) Within 30 working days after a 
supplemental application has been 
filed, if the Commissioner of Food and 
Drugs determines that the application 
provides adequate information respect-
ing the change in ownership and/or 
postal address of the facility site, then 
an authorized employee of the Food 
and Drug Administration designated by 
the Commissioner shall notify the ap-
plicant that it is approved by signing 
and mailing to the applicant a copy of 
the Form FDA 3448. Supplemental ap-
plications that do not provide adequate 
information shall be returned to the 
applicant and all reasons for the return 
of the application shall be made known 
to the applicant.

Subpart B—Administrative Actions 
on Licenses

§ 515.20 Approval of medicated feed 
mill license applications. 

Within 90 days after an application 
has been filed under § 515.10, if the Com-
missioner of Food and Drugs (the Com-
missioner) determines that none of the 
grounds for denying approval specified 
in section 512(m)(3) of the Federal 
Food, Drug, and Cosmetic Act (the act) 
applies, an authorized employee of the 
Food and Drug Administration des-
ignated by the Commissioner shall no-
tify the applicant that it is approved 
by signing and mailing to the applicant 
a copy of the Form FDA 3448.

§ 515.21 Refusal to approve a medi-
cated feed mill license application. 

(a) The Commissioner of Food and 
Drugs (the Commissioner) shall within 
90 days, or such additional period as 
may be agreed upon by the Commis-
sioner and the applicant, after the fil-
ing of an application under § 515.10, in-
form the applicant in writing of his/her 
intention to issue a notice of oppor-
tunity for a hearing on a proposal to 
refuse to approve the application, if the 
Commissioner determines upon the 
basis of the application, on the basis of 
a preapproval inspection, or upon the 
basis of any other information before 
him that: 

(1) The application is incomplete, 
false, or misleading in any particular; 
or 
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